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Question #: 11 
m D: 55642 Which of the following is NOT a role of the Pharmaceutical Drugs Directorate (PDD)? 
= naad 
45 Flag question Select one: 
= {Sera Feesbece Review New Drug Submissions (NDS) % 
== Work with manufacturers to provide low cost, effective patent medications Y 
Ei Monitor adverse drug reactions through multiple reporting systems % 
= Review Special Access Program (SAP) requests % 
L = 
et 6 
= TOPIC: Drug Approval Process 
LEARNING OBJECTIVE: 
To identify the roles of the Pharmaceutical Drugs Directorate (PDD). 
BACKGROUND: 
The Pharmaceutical Drugs Directorate (PDD) reviews New Drug Submissions (NDS) before determining if 
they should receive a Notice of Compliance (NOC) and Drug Identification Number (DIN). It evaluates, 
regulates, and monitors the safety, efficacy, and quality of therapeutic and diagnostic products. It monitors 
a adverse drug reactions and toxicities and regulates product labeling, It is also responsible for reviewing 
a z= Special Access Program (SAP) requests for patients who have failed other therapies. The PDD has 9 offices 
TIRA that specialize in specific medical areas such as pharmaceutical sciences, cardiology, allergy, neurological 
= oy sciences, and the office of clinical trials, 
Finish review 
RATIONALE: 
Correct Answer: 
+ Work with manufacturers to provide low cost, effective patent medications - The Patented 
Medicine Prices Review Board (PMPRB) protects Canadians by ensuring that the prices of patented 
medicines sold in Canada are not excessive. This is not a role of the PDD. 
Incorrect Answers: 
* Review New Drug Submissions (NDS) - The PDD reviews NDS of prescription drugs for their safety, 
efficacy, and quality. 
+ Monitor adverse drug reactions through multiple reporting systems - Monitoring the evolving 
safety of drugs is one of the roles of PDD. 
+ Review Special Access Program (SAP) requests - PDD reviews SAP requests by healthcare 
professionals for non-marketed drugs to treat medical emergencies. 
TAKEAWAY/KEY POINTS: 
The PDD is a regulator of prescription drugs for human use; it is not responsible for ensuring medications are 
priced fairly, 
REFERENCE: 
[1] Pharmaceutical Drugs Directorate. Government of Canada. Date modified: May 2, 2022. Accessed: 
February 23, 2023. https:/Amuw.canada.ca/en/health-canada/corporate/about-health -canada/branches- 
agencies/health-products-food-branch/therapeutic-products-directorate.htm| 
[2] Government of Canada. Patented Medicine Prices Review Board. Date modified: July 13, 2020. Accessed: 
February 23, 2023. http://pmprb-cepmb.gc.ca/home 
The correct answer is: Work with manufacturers to provide low cost, effective patent medications 
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D:sz341 Which of the following is FALSE regarding the equalization payments? 
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Not answered 
Flag question 
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Select one: 


They are funds to offset the differing capabilities of provinces to generate tax revenue X 
Some provinces do not receive payments due to the higher tax generation status % 
Provinces and Territories may choose to spend these payments as they desire Y 


Increased funding for one province reduces funds for other provinces X 


TOPIC: Canadian Healthcare System 


LEARNING OBJECTIVE: 
To identify characteristics of equalization payments. 


BACKGROUND: 


The federal government allocates funds to each province or territory. Then, each province or territory is 
responsible for deciding how to spend the money. The sum of money given to each province is called 
transfer payments. There are four main transfer payments: Canada Health Transfer (CHT), Canada Social 
Transfer (CST), equalization, and Territorial Formula Financing (TFF). The money given to each province to 
specifically deliver healthcare is called the Canada Health Transfer. The term transfer payment is not specific 
to healthcare. 


Equalization is a transfer program that addresses fiscal disparities among provinces, enabling less prosperous 
provinces to provide services that are comparable to those in other provinces (at comparable levels of 
taxation). Not all provinces receive funds. Depending on their tax generation compared to other provinces, 
some provinces will be net receivers or net contributors. This program is usually zero-sum meaning that an 
increase in one province's payments will decrease another. There are no equalization payments for the 
territories as they have their own Territorial Formula Financing (TFF), which is an annual unconditional transfer 
that recognizes the high cost of providing public services in the North. 


RATIONALE: 


Correct Answer: 
* Provinces and Territories may choose to spend these payments as they desire - Territories have their 


own Territorial Formula Financing (TFF) and are not part of the equalization payments. Provinces are 
able to spend equalization payments as they desire. 


Incorrect Answers: 


They are funds to offset the differing capabilities of provinces to generate tax revenue - This is the 
definition of equalization payments. 


Some provinces do not receive payments due to the higher tax generation status - Some provinces 
are net contributors that do not receive equalization payments. 


Increased funding for one province reduces funds for other provinces - This is known as zero-sum 
payments. 


TAKEAWAY/KEY POINTS: 


Equalization payments are for provinces only. 
REFERENCE: 


[1] The Canadian Agency for Drugs and Technologies in Health. Who We Are | CADTH.ca. 
httos//www.cadth.ca/about-cadth/who-we-are. 

[2] Health Canada. Canada's Health Care System.http://www.he-sc.gc.ca/hes-sss/oubs/system-regime/201 1- 
hes-sss/index-eng.php. 

[3] Health Canada. Activities and Responsibilities.http://www.hc-sc.gc.ca/ahc-asc/activit/index-eng.ohp. 

[4] Health Canada. Canadian Health Care: Canada Health Act. http://www.canadian- 
healthcare.org/page2.html. 


The correct answer is: Provinces and Territories may choose to spend these payments as they desire 


MH, a resettled refugee from Jordan has moved to British Colombia three weeks ago. MH calls the 
local government office and is informed there is a waiting period that must be completed before they 
have health service coverage. 


MH asks the local government, whet is the name for Canada's national health insurance program? 


Select one: 
Health Canada X 
Canada Health Act X 
Medicare W 
Medicaid * 


TOPIC: Canadian Healthcare Systems 


Question #: 14 


1D: 52349 
Not answered 


Flag question 


(Eea resama 


To identify the term for Canada's world-renowned publicly funded healthcare system. 


BACKGROUND: 


Medicare is the term for Canada's publicly funded health care system, or in other words, Canada's national 
health insurance program. It is best described as an interlocking set of 10 provincial and territorial health 
systems. This is funded by provincial and federal resources. The Canada Health Act is Canada’s federal 
legislation for the publicly funded healthcare system. Based on this act, provinces/territories receive funding 
for providing healthcare services in their respective jurisdictions. Health Canada is a federal agency that helps 
Canadians maintain and improve their health. Health Canada is engaged in many activities and therefore, has 
numerous responsibilities. Canadian Agency for Drugs and Technologies in Health (CADTH) is an 
independent not-for-profit organization that helps health care decision-makers make informed decisions 
regarding the correct use of drugs/devices in our health care system by providing them with evidence and 
recommendations. 


RATIONALE: 
Correct Answer: 


e Medicare - Medicare is Canada's publicly funded health care system 


Incorrect Answers: 


* Health Canada - Health Canada is a federal agency that helps Canadians maintain and improve their 
health. 


e Canada Health Act - The Canada Health Act is Canada’s federal legislation for its publicly funded 
healthcare system. 


* Medicaid - Medicaid is a government program found in the United States that provides health 
insurance to those with limited income. 


TAKEAWAY/KEY POINTS: 
Medicare is the term for Canada's publicly funded healthcare system. 
REFERENCE: 


[1] The Canadian Agency for Drugs and Technologies in Health. Who We Are | CADTH.ca. 
https://www.cadth.ca/about-cadth/who-we-are. 

[2] Health Canada. Canada’s Health Care System. http://www-he-sc.ge.ca/hes-sss/pubs/system-regima/201 1- 
hcs-sss/index-eng.php. 

[B] Health Canada. Activities and Responsibilities. http://www.hc-sc.gc.ca/ahc-as¢/activit/index-eng.php. 

[4] Health Canada. Canadian Health Care: Canada Health Act. http://www.canadian- 
healthcare.org/page2.html 

[5] Division DC. What is the Medicaid program? HHS.gov. https://www.hhs.gov/answers/medicare-and- 
medicaid/what-is-the-medicaid-program/indexhtml. 


The correct answer is: Medicare 


Which of the following statements is most commonly known as secondary care? 


Select one: 
Prevention, diagnosis, treatment, and follow-up of illness and injury X 
Highly specialized medical care received by a client who requires complex procedures * 
Specialist services or a facility for slightly specialized medical care Y 


Highly specialized medical care received by a client who requires complex treatments over an x 
extended period of time 


TOPIC: The Canadian Healthcare System 


LEARNING OBJECTIVE: 


To identify levels of care in the healthcare system, 


BACKGROUND: 
There are four levels of care in Canada's healthcare system. 


Primary care is considered entry-level care in the healthcare system. This level of care would include the 
widest services regardless of demographic or history of care. This role is designed to promote health, prevent 
disease and identify diagnoses as well as supportive and palliative services necessary for the patient. Primary 
care facilities include physician's offices and nurse practitioners’ offices. 


Secondary care services are those provided by a specialist or other care providers that do not have the first 
contact with the patient, Patients are often sent to secondary care services through a primary care provider or 
another specialist. Examples of a secondary care service are usually within a community-based hospital such 
as general medicine, obstetrics, dialysis, rehabilitation, medical imaging, and childbirth. Secondary care can 
also include acute care services requiring short-term treatments (e.g. skilled attendance services during 
childbirth and medical imaging). 


Tertiary care facilities provide unique services for inpatients and are based on a referral from primary or 
secondary care providers. Tertiary care is often a large community care facility or a teaching facility with 
access to specialists and specialized equipment. Some examples of tertiary care include oncology, 
neurosurgery, cardiac surgery, burn management, and neonatal services 


Quaternary care provides an advanced level of care not widely accessible due to its highly specific nature. 
These centers are aften teachina or academic institutions that mav include exnerimental medicine and 


Question #: 15 


D:362 
Not answered 


Flag question 


EFA 


Question #: 16 


D: 49704 


treatment of rare medical conditions. Examples of quaternary care are pediatric facilities, mental health 
facilities, or large academic centers such as Sunnybrook. 

Tertiary care is often given on a short-term basis contrasted to quaternary care on an extended time frame. 
RATIONALE: 


Correct Answer: 


e Specialist services or a faci 


for slightly specialized medical care - This is secondary care. 


Incorrect Answers: 


* Prevention, diagnosis, treatment, and follow-up of illness and injury - This would be described as 
primary care. 


ighly specialized medical care received by a client who requires complex procedures - This would 
be described as tertiary care. 


* Highly specialized medical care received by a client who requires complex treatments over an 
extended period of time - This may be defined as quaternary care. 


TAKEAWAY/KEY POINTS: 


Secondary care would be comprised of services referred to from a primary care physician or provider. They 
are usually within a community-based hospital such as general medicine, obstetrics, dialysis, rehabilitation, 
medical imaging and childbirth. 


REFERENCE: 


[1] eHealth Ontario. Health Care eBook. 
https://www.ehealthontario.on.ca/images/uploads/pages/documents/Health_Care_eBook_Final.pdf. 


The correct answer is: Specialist services or a facility for slightly specialized medical care 


THE NEXT 4 QUESTIONS INCLUSIVE REFER TO THE FOLLOWING CASE: 


JR is a 34-year-old male that presents to your clinic with a prescription. He states that he saw hi 
family physician due to elbow pain and was then referred to a specialist. The specialist has provided 
JR with a prescription and a requisition for medical imaging. 


In this case, who is the primary care provider? 


Select one: 
JRX 
JR's physician ¥ 
The specialist % 


There is no primary care provider ¥ 


TOPIC: The Canadian Healthcare System 
LEARNING OBJECTIVE: 

To identify levels of care in the healthcare system. 
BACKGROUND: 


There are four levels of care in Canada's healthcare system. Primary Care level is considered entry-level care 
in the healthcare system, This level of care would include the widest services regardless of demographic or 
history of care. This role is designed to promote health, prevent disease and identify diagnoses as well as 
supportive and palliative services necessary for the patient. Primary care facilities include physician's offices, 
nurse practitioners offices, and community health centers. 


RATIONALE: 

Correct Answer: 

(Option #2): JR's physician is the primary care provider in this scenario. 
Incorrect Answers: 


(Option #2): JR is the patient in this scenario. 
(Option #3): The specialist would be considered as secondary care. 
(Option #4): JR's physician is the primary care provider. 


TAKEAWAY/KEY POINTS: 
A primary care physician or nurse practitioner assesses and diagnoses the initial patient concerns. 
REFERENCE: 


[1] eHealth Ontario. Health Care eBook. 
httos://www.ehealthontario.on.ca/images/uploads/pages/documents/Health_Care_eBook Final.pdf. 


The correct answer is: JR's physician 


JR is a patient who sees both a physician and specialist, and often visits a medical imaging facility for routine 
imaging. In this case, who is the secondary care provider? 


Flag question 
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Question #:17 
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Select one: 
JRX 
JR's physician % 
The specialist Y 
The medical imaging facility * 


TOPIC: The Canadian Healthcare System 

LEARNING OBJECTIVE: 

To identify levels of care in the healthcare system. 

BACKGROUND: 

There are four levels of care in Canada's healthcare system. Primary care level is considered entry-level care in 
the healthcare system. This level of care would include the widest services regardless of demographic or 
history of care. This role is designed to promote health, prevent disease and identify diagnoses as well as 


supportive and palliative services necessary for the patient. Primary care facilities include physician's offices, 
nurse practitioners offices and community health centres. 


Secondary Care services are those provided by a specialist or other care providers that do not have the first 
contact with the patient. Patients are often sent to secondary care services through a primary care provider or 
another specialist. Examples of a secondary care service are usually within a community-based hospital such 
as general medicine, obstetrics, dialysis, rehabilitation, medical imaging and childbirth. 


RATIONALE: 
Correct Answer: 
(Option #3): The specialist is the secondary care provider. 


Incorrect Answers: 
(Option #1): JR is the patient in this scenario. 

(Option #2): JR's physician is the primary care provider. 

(Option #4): Medical imaging services and the specialist working in this facility are also an example of 


secondary care. However, the facility itself is not secondary care 
TAKEAWAY/KEY POINTS: 


Secondary Care services are those provided by a specialist or other care providers that do not have the first 
contact with the patient. Patients are often sent to secondary care services through a primary care provider or 
another specialist. 


REFERENCE: 


[1] eHealth Ontario. Health Care eBook. 
https://www.ehealthontario.on.ca/images/uploads/pages/documents/Health_Care_eBook Final.pdf. 


The correct answer is: The specialist 


In this case, who is the tertiary care provider? 


Select one: 
JRX 
JR's family physician % 
The medical imaging facility X 
There is no tertiary care in this case Y 


TOPIC: The Canadian Healthcare System 
LEARNING OBJECTIVE: 

To identify levels of care in the healthcare system. 
BACKGROUND: 


There are four levels of care in Canada's healthcare system. Primary care level is considered entry-level care in 
the healthcare system. This level of care would include the widest services regardless of demographic or 
history of care. This role is designed to promote health, prevent disease and identify diagnoses as well as 
supportive and palliative services necessary for the patient. Primary care facilities include physician's offices, 
nurse practitioners offices, and community health centres. 


Secondary Care services are those provided by a specialist or other care providers that do not have the first 
contact with the patient. Patients are often sent to secondary care services through a primary care provider or 
another specialist. Examples of a secondary care service are usually within a community-based hospital such 
as general medicine, obstetrics, dialysis, rehabilitation, medical imaging, and childbirth. 


Tertiary care facilities provide unique services, typically for inpatients and are based on a referral from primary 
or secondary care providers. Tertiary care is provided by an academic teaching facility or large community 
care facility with access to specialists and specialized equipment. Some examples of tertiary care include 
oncology, neurosurgery, cardiac surgery, burn management, and specialized neonatal services. 


RATIONALE: 
Correct Answer: 

(Option #4): There is no tertiary care in this case. Tertiary care may include specialists in larger hospitals. 
Incorrect Answers: 

(Option #1): JR is the patient in this case. 


(Ontian #2): IR'< family nhvcician would he a nrimary care nravider 


Question #: 18 


1D: 53002 


Not answered 
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Question #: 19 


D: 57959 


Notarswered 


(Seurecabace 


fedical imaging services and the specialist working in this facility are an example of secondary 


TAKEAWAY/KEY POINTS: 


Tertiary care facilities provide unique services, typically for inpatients and are based on a referral from primary 
or secondary care providers. Some examples of tertiary care include oncology, neurosurgery, cardiac surgery, 
burn management, and specialized neonatal services. 


REFERENCE: 


[1] eHealth Ontario. Health Care 
eBook. hitps://www.ryerson.ca/openlearningmodules/Midwifery/Module1 Lesson1/Webpage/Health_Care_eBook Final.pdf. 


The correct answer is: There is no tertiary care in this case 


Which of the following care settings would be classified as quaternary care? 


Select one: 
Family Health Team% 
Experimental treatments in a hospital Y 
Specialized care hospital * 
Medical Imaging * 


TOPIC: The Canadian Healthcare System 


LEARNING OBJECTIVE: 


To identify levels of care in the healthcare system. 


BACKGROUND: 


There are four levels of care in Canada's healthcare system. Primary care level is considered entry-level care in 
the healthcare system. This level of care would include the widest services regardless of demographic or 
history of care. This role is designed to promote health, prevent disease and identify diagnoses as well as 
supportive and palliative services necessary for the patient. Primary care facilities include physician's offices, 
nurse practitioners offices, and community health centers. 


Secondary Care services are those provided by a specialist or other care providers that do not have the first 
contact with the patient. Patients are often sent ta secondary care services through a primary care provider or 
another specialist. Examples of a secondary care service are usually within a community-based hospital such 
as general medicine, obstetrics, dialysis, rehabilitation, medical imaging, and childbirth. 


Tertiary care facilities provide unique services, typically for inpatients, and are based on a referral from 
primary or secondary care providers. Tertiary care is provided by an academic teaching facility or large 
community care facility with access to specialists and specialized equipment. Some examples of tertiary care 
include oncology, neurosurgery, cardiac surgery, burn management, and specialized neonatal services. 


Quaternary care provides an advanced level of care not widely accessible due to its highly specific nature. 
These centers are often teaching or academic institutions that may include experimental medicine and 
treatment of rare medical conditions. Examples of quaternary care are pediatric facilities, mental health 
facilities or large academic health sciences centres. 


RATIONALE: 


Correct Answer: 


+ Experimental treatments in a hospital - Experimental procedures are considered quaternary care. 


Incorrect Answers: 
* Family Health Team - A family health team would be considered primary care. 
* Specialized care hospital - Specialized hospitals are considered tertiary care. 


* Medical Imaging - Basic medical imaging would fall under secondary care. 


TAKEAWAY/KEY POINTS: 


Quaternary care would include a teaching institution that would offer experimental medicine or treatment of 
rare medical conditions. 


REFERENCE: 


[1] eHealth Ontario. Health Care eBook. 
httos://www.tyerson.ca/openlearningmodules/Midwifery/Module1Lesson1/Webpage/Health Care eBook Final.pdf. 


The correct answer is: Experimental treatments in a hospital 


Which of the following statements regarding the Patented Medicine Prices Review Board (PMPRB) is true? 


Select one: 


Enforcement of the requirements set by the Food and Drug Act X 


Question #:20 


1D:52321 


Not arswered 


P Hag question 


Review of the average price of each class of medication regardless of the dose X 
It requires patentees to submit prices and sales of their products annually until the patent expires X 


PMPRB conducts a scientific review which assesses the level of therapeutic improvement of a v 
patented drug product 


TOPIC: Canadian Healthcare System 


LEARNING OBJECTIVE: 
To identify the roles of the Patented Medicine Prices Review Board (PMPRB). 


BACKGROUND: 


The Patented Medicine Prices Review Board (PMPRB) is a review body under the Health Portfolio. This group 
was established under the Patent Act. This act protects patents by monitoring and ensuring the prices of 
patented medications are not excessive and include the protection of the consumer. During the review 
process, pricing figures submitted by the patent holder are taken into consideration, A scientific review is the 
first step in the regulatory process conducted by PMPRB, which assesses the level of therapeutic 
improvement of a patented drug product. This is used to determine a ceiling price, or otherwise known as 
the Maximum Average Potential Price. PMPRB reviews the average price of each strength of each dosage 
form. Therefore, each drug is assessed at the DIN level. Under the Patent Act, patentees are required to file 
price and sales information about their patented medication at introduction, and twice a year until the patent 
expires. 


RATIONALE: 
Correct Answer: 
+ PMPRB conducts a scientific review which assesses the level of therapeutic improvement of a 


patented drug product - A scientific review is the first step in the regulatory process conducted by 
PMPRB. 


Incorrect Answers: 


* Enforcement of the requirements set by the Food and Drug Act - PMPRB ensures that the Patent Act 
is enforced and that patentees follow the requirements set by the Patent Act. 


* Review of the average price of each class of medication regardless of the dose - PMPRB reviews the 
average price of each strength of each dosage form. Therefore, each drug is assessed at the DIN level. 


It requires patentees to submit prices and sales of their products annually until the patent expires - 
Under Patent Act, patentees are required to file price and sales information about their patented 
medication at introduction, and twice a year until the patent expires. 


TAKEAWAY/KEY POINTS: 


The PMPRB conducts a scientific review of the products in question when overseeing a patent and related 
price characteristics. 


REFERENCE: 


[1] Health Canada. Health Portfolio. https://www.canada.ca/en/health-canada/corporate/health- 
portfolio.html. 


The correct answer is: PMPRB conducts a scientific review which assesses the level of therapeutic 
improvement of a patented drug product 


Provinces and territories are required to provide funding for hospital services such as: 


Select one: 
Ambulance seivices for inpatients and outpatients to maintain health, prevent disease or treatan  % 
injury, illness, or disability 


Medically required services for inpatients and outpatients to maintain health, prevent diseaseor ¥ 
treat-an injury, illness, or disability 


Medically required services and prescription medications for inpatients and outpatients to maintain % 
health, prevent disease or treat an injury, illness, or disability 


Medically required services and routine dental care for inpatients and outpatients to maintain health, ¥ 
prevent disease or treat an injury, illness, or disability 


TOPIC: Canadian Healthcare System 


LEARNING OBJECTIVE: 
To identify medically necessary services under the Canada Health Act. 


BACKGROUND: 


The Canada Health Act contains 5 conditions or principles that the provincial/territorial health insurance 
plans must respect in order to receive federal funding, The five conditions listed in the act are public 
administration, accessibility, comprehensiveness, universality, and portability. 


Comprehensiveness is the principle that determines at minimum, which services should be covered by each 
province and territory. The Canada Health Act defines comprehensiveness and medically necessary services 
“for the purpose of maintaining health, preventing disease, or diagnosing or treating an injury, illness or 
disability.” Many hospital services are covered when admitted to the hospital includina physician services and 


Finish review 


medications. Some excluded services may include telephone advice, the provision of medical certificates 
required for work, school, insurance purposes, and fitness clubs; testimony in court; and cosmetic services. It 
is up to the respective province/territory to determine above and beyond medically necessary services that 
will be covered, Some provinces/territories may choose to insure routine dental care, optometry, 
medications, ambulances as these are not set out in the Canada Health Act as medically necessary. 


RATIONALE: 
Correct Answer: 


© Medically required services for inpatients and outpatients to maintain health, prevent disease or 
treat an injury, illness, or disability - These are the correct services set out in the Canada Health Act to 
be covered by each province/tertitory at a minimum. 


Incorrect Answers: 


* Ambulance services for inpatients and outpatients to maintain health, prevent disease or treat an 
injury, illness, or disability - Ambulance services are beyond the Canada Health Act. Provinces and 
territories may cover ambullance services based on thair discretion and own terms and conditions. 


* Medically required services and prescription medications for inpatients and outpatients to maintain 
health, prevent disease or treat an injury, illness, or disability - Prescription medications are not 
covered for outpatients under the Canada Health Act. Provinces and territories may choose to cover 
prescription drugs for specific patient populations based on their discretion. 


œ Medically required services and routine dental care for inpatients and outpatients to maintain 
health, prevent disease or treat an injury, illness, or disability - Routine dental care is not covered 
under the Canada Health Act. Provinces and territories may choose to provide dental services to 
specific patient populations based on their discretion. 


TAKEAWAY/KEY POINTS: 


Ambulance services, prescription medications for outpatients, and routine dental care are not deemed 
medically necessary under the Canada Health Act. 


REFERENCE: 
[1] Canadian Health Care: Canada Health Act. http://www.canadian-healthcare.org/page2.html. 


The correct answer is: Medically required services for inpatients and outpatients to maintain health, prevent 
disease or treat an injury, illness, or disability 
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